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®
Nasalcrom wasaispray .- L
. ACTIVE INGREDIENT: Cromolyn Sodium, 5.2 mg Per spray
PURPOSE: Nasa) mptom Contraller

P LA el -

USES:
1o prevent and rebeve nasal symptoms of hay fever and other nasal aliergies:
W runny/ichy nOSE o sneeung W altergic stutfy nose.

(PR ISTIVITES

Adults and children 6 years of age ang older:

m i ay ONCE M0 €ach n0stiil Repeat 3-4 umes a day levery 4 6 houtst.
)f rieeded, may be used up Lo 6 Limes 3 43y, S side panct o0 how
10 use pump.

w Use every day white i contact with the cause of your alletgies (poltens,
matds, pets, and dust).

w 7o prevent nasal allergy Symploms. use before contact with the
cause of your altergies. For best results, start using up to une week
pefore contact.

mif desired, you can use Nasalcrom with other medgicines, .

inciuding othes allergy medicines.
Children under 6 years of age: Do not use unless directed by a doctar

WARNINGS:

“abk-a doctor before uee. (KT
u Fever

w Discotored nasat discharge.

& Sinas pain.

W Wheezing.

- - Lyt AL r:
oIt may take several days of use L0 notice an effect. Your best
effect may not be seen for 1 (0 2 weeks.
w Brief stinging or sneezing may occur right sfter use
w D0 not use this product Lo (reat simus infection, asthma. o
cold symptoms

w DO not share this pottie with anyone else as this may spiead gaims.

R R RN RS e

w Your symptoms worsen.

w YOu have new Symptoms. .

u Your symptoms do not begin to improve within wo weeks.

ee your doctor because these could be signs of a serious itiness.
As with any diug, if you aie pregnant of nursing a baby, seek e
advice of a healn-care professional netore using Lhis product.
Keep this and ail drugs out of the reach of chiliren. tn case of
accidental ingesuion/oveidose, seek professional ass:stance oOf
contact a Poison Controt Center immediately

Do not use |f printed plastic botlle wiap imprinted
with “Safety Sealw" is broken oF missing.

Il

Before using
any medication
read all label .}
girections.  <J¥

Y
Keep carton and package
inserc. They contain iny:
poreant instructions.

How to Use
the Puimp Spray:

1.Blow your nose before
using Nasalcrom.

2. Remove the clear plastic
cap and yellow safety clip.

3. Hold pump with thumb at
pottom and nozzle be-
tween fingers. If this Is the
first time you are using
the pump, spray 5 times
into the air or until you get
2 fine mist. If you have not
used the pump for 14 days,
spray 2 times into the air
before using again.

4. Hold bottle as '—7'.
shown in pic- f
ture. insert noz-
zle into nostril.
Spray upward
while breath-L_
ing in through the nose.
Repeat in other nostril.

5.70 keep clean, wipe the
nozzie Put clear plastic cap
ana yeltow safety ciip back
on the bottle.

6.D0 not share this bottie
with anyone else as this
may spread germs.

Store berween 15%-30° C (5% BGYFI.
Keep away {rom hynt,

INCREDIENTS: EaCh mL Coi-
LaIns 40 Mg Cromulyn soahum
in putifiea water with 0.01%
benzalkonlum ¢hioflae 10 pre-
sefve and 0.01%
tate a1soaium) 1o stabiize the
sotutlon.
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asalcrom’

cromolyn sodium nasal solution USP .

Nasal Allergy Symptom Controflér

Prevents and relieves
nasal allergy symptoms:

w runny/itchy nose
u sneezing
u allergic stuffy nose

Without Drowsiness
Now Available Without a Prescription

200 METERED SPRAYS

Each spray delivers 5.2 mg cromolyn sodium

0.88 FL.OZ. (26mL)

! M
\I Expiration

3 0045-0447-26 5 Date:

Lot #:

Nasalcrom®

what makes
Nasalcrom unique?

u Prevention and relief.
Nasalcrom can refieve
your nasal ailergy symp-
toms ana, if used as
directed, can also prevent
your symptoms.

o NON-Arowsy.

Many allergy medications
contain antinistamines,
which may cause arowsi-
ness. Nasalcrom's unique
formula works only in yous
nose and you don't get
Arowsy. .

= Builds protection.
Nasalcromy works by build-
Ing protection against your
nasal allergy sympioms.
To maintain protection,
continue to use Nasalcrom
dally.

® Can be used every day you
need its protection.
Nasalcrom Is a gentie nasat
spray that works ditfer:
ently from oecongestant
sprays. uniike those prod-
ucts, It continues to be
safe and effective when
used every day.

® Can be used with
other medications.
Nasalcrom can be used

safely with other medica-

tions, including other
atlergy meaications.

4 11 you have any questions o
) comments, cail 1-800-962-5357.

DISTRIBUTED BY

McNEIL CONSUMER PAODUCTS CO.
DIVISION OF MeNEIL - PP, INC.

FURT WASHINGTUN, PA 19034 USA
Actvg agiedent (ikade i Bie Uit Kanguond
Final drix product nixke in France

) McN-PPC. tnc 1897
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cromolyn sodium nasal
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NASAL CESL ‘ Hi
M'

Nasalcrom’s U
on the allergy
protect ther

Nasalcrom reduces the
decrease the allergic reaction

ts. And with regular use, you
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pefore it star
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To help prevent S
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the cause of your na
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T WITHOUT
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Nasal Allergv-Controlling Tips

W Many people are allergic to the dust mites
that live in carpeting and bedding. Put
mattresses and pillows in airtight covers
and, if practical, get rid of all carpets. Use
an air purifier with a HEPA (High Efficiency
particulate Airy filtes Lo clean the aif.

- @
How To Use Nasalcrom How To Use The Pump Spray

Most gffectively
1.Blow your nose before

using Nasalcrom.
“pemove the clear plastic
cap aned yellow safety clip.
2 Jotd pump with thurmb at
poteon anl nozzle petween

fingers. If this is the first - pegple with nasal allergies Lo animals
time you are using the should Hrnit theur contact with these
pump, spravStimes into arumals. 1L % the animal’s dander (skin
the air or until you geta flakes) that Causts allergies, not the
fine mist. If you have not hair length.

used the pump for 14 days,
spray 2 times into the air
perore using again.

Jjold hottle as shown in
picture. Insert nozzle into
nostril. Spray upward while
breathing N through the
fose, This will release one
Jase of medication. Re-
peat i ather nostril.

5 1o keep Slean, wipe the
o e, b vleay plastic
iap aned yallow aatety chp
Lravk ot e Lot

5.0 nol share this bottle
wilh anyone else s this
Hay spread gernis.

nasalciom works best at preventing your

nasat alleray Ssymproms if you begin using it

Hefore your symploms start.

w For hest results for prevention. stark 1sing
Nasalcrom one week heforg contact with
the cause of your allergies. For exanmple. IF
you have hay _fever, start using Nasalcrom
one week berore your peak nasal allergy
season begins and use it every day. through-
out your season.

w To prevent syraptoms from coming back. it
i important to continue to use Nasalcron
every day while in contact with the cause of
your nasal allergies, even when you are free
of syrnptoms.

w NOTE: it may take several days of use L0
notice an effect. You may not get Lthe full
effect for 1-2 weeks. it is important to
continue using MasalurGri red jalarty.

w You shiould SLop iy Plirailt o il you
don’t. get rehet withing 2 wecks

w If you need Lo use Masacion Fon longuer
than 12 weeks, ask youl ductor.

get brief nasal stinging

¢ the use

w People who are slergic 1o pollen and
mold should use ar air conditioner as
much as possible. when you open the
windows in your house, you let in pollen
and mold spores.

Ask your doctor or health-care

professional for more tips on how toO
allergy-proof your home.

& Some people May ge!
and/of sneezing right afte

of Nasalcrom.
Jasalcrom G ve _Doctors have - : . ;
Masalcrom can De used s ry day. DOCE" some people may get Drief nasal sting- e TeNEIL R,
ing and/or sneezing g e nnGIon. PR42034
Ac & ingredlent mage in the United ingdo

e : Y leray sufferers
prescribed it 1o millions of allergy sufferers to Nt after the use

el conurol their nasay allergy symplums.
Finat drug product mage In Frang

- eMct-PRC.INC

ol Fenalcron.
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Manutactured by BAUSCH & LOMS
Pharmactuncals. e

Tampa FL 33627
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*NO DROWSINESS @ NO JITTERS » NON HABIT FORMING
* SAFE TO USE WITH OTHER MEDICATIONS

* SAFE TO UUSE ALL SEASON & HealmGIlaId@
Active Ingredisat [nr I'ﬂ Purpos: NOC 5772 391 %
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Okrsctions ® Pareni or cave provides must sudefvise M use of his
produc! by young chidren @ Adutls and dilidren 2 years and older. dilll'li Na“l
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Cromolyn Sodium Nasal Solution USP
NASAL SPRAY

(Adults and children 2 years and olden)

Drug Facts (continued)

Inactive ingredients
benzalkonium chloride, edetate
disodium, purified water

Drug Facts
Active ingredient (per spray) Purpose
Cromolyn sodium 5.2 mg.............Nasal allergy symptom controller

Uses o prevent and relieve nasal symptoms of hay fever and other
nasal allergies: M runnyfitchy nose B sneezing @ allergic stufly nose

Warnings
Do notuse B if you are allergic to any of the ingredients

Ask 8 doctor before use if you have
8 fever W discolored nasal discharge W sinus pain @ wheezing

When using this produdt

B it may take several days of use to notice an eHect, Your best effect may not
be seen for 1 to 2 weeks.

B rief stinging or sneezing may occur right after use

B do not use it to treat sinus infection, asthma, or cold symptoms

8 do not share this bottle with anyona else as this may spread garms

Stop use and ask a doctor if

W shortness of breath, wheezing, or chest tightness occurs
W hives or swelling of the mouth or throat oceurs

B your symptoms worsen

@ you have new symptoms

B your symptoms do not begin to improve within two weeks
W you need to use for more than 12 weeks

It pregnant or breast toeding, ask a health professional before use.
Keep out of reach of children. If swallowed, get medical help or contact a
Poison Control Center right away.

Dirgctions m see package insert on how to use pump
W parent or care provider must supervise the use of this product by young children
8 adults and children 2 years and oder:
B spray once into each nostril. Repeat 3-4 times a day (every 4-6 hours).
If needed, may be used up to 6 times a day.
8 use every day while in contact with the cause of your allergies
{pollen, molds, pets, and dust)
W 10 prevent nasal allergy symploms, use before contact with the cause of
your allergies. For best results, slart using up to one week before contact.
W il desired, you can use this product with other medicines, including
other altergy medicines.
W Children under 2 years: Do not use unless directed by a doctor.

Other information

# store between 20°- 25°C (68°- 77°F)

B protect from light

& keep carton and package insert. They contain important
instructions, >

Questions?
call toll-free 1-800-323-0000

Before using any medication
read all label directions. Keep
carton and package insert.
They contain important
information,

Cromolyn Sodium
Nasal Solution is
convenient and
easy to administer
using the metered
spray pump. See
package insert for
spray pump
directions,

USE QALY IF BODY SEAL
IMPRINTED WITH
"Proiaciive Szal" AND
YELLOW gy I8 INTACT.

Manufactured by
BAUSCH & LOMB
Pharmaceuticals, Inc.
Tampa, FL 33637

i 1S 2 18gi

Bausch & Lomb Pharmaceuticals, inc.

of

B ©Bausch & Lomb Pharmaceuricals, Inc.

NDC 57782-397-26

Cromolyn
Sodium Nasal
Solution USP

NASAL SPRAY
Nasal Allergy Symptom Controller

Prevents and Relieves
Nasal Allergy Symptoms:

R -8
W runny/itchy nose
M sneezing . )
M allergic stuffy nose -

Without Drowsiness
Full Prescription Strength
I Safe For Ages 2 Years & Olderl

200 Metered Sprays

Each spray delivers 5.2 mg cromolyn sodium

- 0.88FLOZ(26mL)

3

I

82-397-26

|

& HealthGuard®

WHAT MAKES CROMOLYN
SODIUM NASAL SOLUTION
UNIQUE?

Nasal Allergy Symptom
Prevention

Cromolyn Sodium Nasal Solution
can prevent nasal allergy
symptoms when used before
exposure to the cause of your
nasal allergies, and will build
protection against future
symptoms as long as you
continue to use Cromolyn
Sodium Nasa! Solution as
directed.

Effective Relief

Cromolyn Sodium Nasal Solution
provides original prescription-
strength relief of nasal allergy
symptoms, including congestion,
sneezing and runay or itchy nose.

Works Only In Your Nose

Cromalyn Sodium Nasal Solution
is a nasal spray that works only
in your nose - where nasal
allergens attack. it helps to stop
the cells in your nose from
reacting to pollen, pet dander,
and other allergens, so you don't
experience nasal allergy
symptoms.

SAFE

* No drowsiness

* No jitters

* No “rebound” nasal
congestion

* Non habit forming

* Safe to use with othér
medicines, including other
allergy medicines

* Safe to use throughout your
allergy season

* Good for year-round aliergies

* Safe for children as young as
two years old

ET39753
XQ91303 .
REV.6/01-03
FDA4




STOP AFTER 2 WEEKS IF YOU
DON'T GET ANY RELIEF

STOP USE AND ASK DOCTOR if
shortness of breath, wheezing,
chest tightness, hives, or swelling
of the mouth or throat occurs while
using this product. You may be
allergic to Cromolyn Sodium Nasal
Solution-and require further
medical attention.

Do not use Cromolyn Sodium Nasal
Solution if allergic to any of its

ingredients.

SPRAY PUMP DIRECTIONS
For Adults and Older Children

Blow your nose before using
Cromolyn Sodium Nasal Solution.

1. Remove the plastic cap and
safety clip (picture 1).

2. Hold the pump with thumb at
bottom and the nozzle between
fingers. I this is the first time you
are using the pump, or if you
have not used the pump for
several days, spray in the air
until you get a fine mist
(picture 2).

3. Hold the bottle as shown in the
picture. Insert nozzle into nostril.
Spray upward while breathing in
through the nose. This will
release one dose of medication.
Repeat in other nostril. Some
people may get brief stinging
and/or sneezing right after the
use of Cromolyn Sodium Nasal
Solution (picture 3).

4. To keep clean, wipe the nozzle.
Put plastic cap and safety clip
back on the bottle.

5. Do not share this bottle with
anyone else as this may spread
germs.

For Very Young Children

1. Only an adult should administer
the product.

2. Use care when inserting the
nozzle into the nose to avoid injury.

NASAL ALLERGY
CONTROLLING TIPS

Many people are allergic to the
dust mites that live in carpeting
and bedding. Put mattresses and
pillows in airtight covers and, if
practical, get rid of all carpets. Use
an air purifier with a HEPA (High
Efficiency Particulate Air) filter to
clean the air. People with nasal
allergies to animals should limit
their contact with these animals. It
is the animal’s dander (skin flakes)
that causes allergies, not the hair
length. People who are allergic to
pollen and mold should use an air
conditioner as much as possible.
When you open the windows in
your house, you let in poilen and
mold spores. Ask your doctor or
healthcare professional for more
tips on how to allergy-proof your

home.

WHERE CAN | GET MORE
INFORMATION?

For more information, contact
our customer service at
1-800-323-0000.

Store between 20°-25°C
(68°=77°F). Protect from light.

USE ONLY IF BODY SEAL IMPRINTED
WITH “Protective Seal” AND
YELLOW W IS INTACT.

Manufactured by BAUSCH & LOMB
Pharmaceuticals, Inc.

Tampa, FL 33637

HealthGuard is a registered trademark of
Bausch & Lomb Pharmaceuticals, Inc.
©Bausch & Lomb Pharmaceuticals, Inc.
ET397 X050339 REV.6/01-02 FDA4
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Cromolyn
Sodium Nasal
Solution USP

Nasal Allergy Symptom Controller
NASAL SPRAY
BUL =3 oo avsiylues
FOR USE IN THE NOSE ONLY

. Prevents and Relieves Nasal. .-

rgy-Symproms.:

WHAT MAKES CROMOLYN SODIUM
NASAL SOLUTION UNIQUE?
Nasal Allergy Symptom Prevention

Cromolyn Sodium Nasal Solution can
prevent nasal allergy symptoms when
used before exposure to the cause of
your nasal allergies, and will build

protection against future nasal allergy
symptoms as long as you continue to
use Cromolyn Sodium Nasal Solution

as directed.

Effective Relief

Cromolyn Sodium Nasal Solution
provides original prescription-strength
relief of nasal allergy symptoms,
including congestion, sneezing and
runny or itchy nose.




Works Only In Your Nose

Cromolyn Sodium Nasal Solution is a
nasal spray that works only in your
nose — where nasal allergens attack.
It helps to stop the cells in your nose
from reacting to pollen, pet dander,
and other allergens, so you don't
experience nasal allergy symptoms.

SAFE

No drowsiness

No jitters

No “rebound” nasal congestion
Non habit forming

Safe to use with other medicines,
including other allergy medicines
* Safe to use throughout your
allergy season

Good for year-round allergies
Safe for children as young as
two years old

Sl ONLY A FEW NASAL ALLERGIES GET TO THE CELL,
$0 LESS HISTAMINE IS RELEASED

WHAT CAUSES NASAL ALLERGY
SYMPTOMS?

Nasal allergies are caused by airborne
pollens from trees, grasses or
ragweed, and by mold, animals and
dust. Exposure to these nasal
allergy-causing substances may
cause mast cells in your nose to
release histamine. When histamine is
released it causes nasal allergy
symptoms: sneezing, runny/itchy

nose, and allergic stuffy nose.

HOW DOES CROMOLYN SODIUM
NASAL SOLUTION WORK?

Cromolyn Sodium Nasal Solution is
neither an antihistamine nor a
decongestant nor a corticosteroid.

It's a nasal mast cell stabilizer. In
addition to treating nasal allergy
symptoms, it decreases the allergic
reaction by reducing the release of
histamine, the trigger of allergy
symptoms, from mast cells.

WITHOUT CROMOLYN SOD!UM NASAL SOLUTION

ALLERGENS

ALLERGIES ATTACK THE MAST CELL, CAUSING ITT0
ERUPT AND RELEASE HISTAMINE

WITH CROMOLYN SODIUM NASAL SOLUTION

HOW DO I TELL IF IT’S AN
ALLERGY OR A COLD?

Some nasal allergy symptoms may
seem like cold symptoms. There are
several clues that you're suffering
from nasal allergy symptoms,
instead of a cold. Colds are caused
by viral infections, and symptoms
often include fever, body aches,
discolored nasal discharge, or
cough. It is rare for nasal allergies to
produce these symptoms. If you
have them, please call your doctor
before beginning Cromolyn Sodium
Nasal Solution. Nasal allergy
symptoms include runny/itchy nose,
sneezing and stuffy nose. Seasonal
allergies occur the same time each
year, and are linked to plant pollens,

spores, or molds. Some allergies
occur year round, and may be
connected to microscopic particles in
common household dust, animal
dander, or indoor molds. Cromoiyn
Sodium Nasal Solution can help you
with the nasal symptoms of allergy.

WHO SHOULD USE CROMOLYN
SODIUM NASAL SOLUTION?

Cromolyn Sodium Nasal Solution is
suitable for most people with nasal
allergies including children as young
as 2.

Cromolyn Sodium Nasal Solution is
safe to use if you are taking other
medicines, even other allergy
medicines, because Cromolyn
Sodium Nasal Solution does not
cause any known drug interactions.

Don't use Cromolyn Sodium Nasal
Solution if you are allergic to the
ingredients. If Cromolyn Sodium
Nasal Solution causes irritation to
your nose, discontinue use.

HOW TO USE CROMOLYN
SODIUM NASAL SOLUTION

Begin use 1-2 weeks before you are
exposed to nasal allergens.

To prevent nasal allergy symptoms,
start using Cromolyn Sodium Nasal
Solution before you think your
symptoms will begin. Use your
experience as a guide. For example:
if you are allergic to cats, start
Cromolyn Sodium Nasal Solution
one week before you visit a house
with cats. If you can’t predict your
allergy season, begin Cromolyn

Sodium Nasal Solution at the
first signs of nasal allergy
symptofms. Cromolyn Sodium
Nasal Solution also relieves
nasal allergies while it builds full
protection against further
symptoms.

Use Cromolyn Sodium Nasal
Solution 3-4 times a day, every
day while in contact with the
cause of your nasal allergy,
whether you have symptoms or
not. Spray once in each nostril in
the morning, at noon, at dinner,
and at bedtime. Some people
may get brief nasal stinging
and/or sneezing right after use
of Cromolyn Sodium Nasal
Solution.

Full protection may take as
long as 1-2 weeks with regular
use so continue using
Cromolyn Sodium Nasal
Solution during that time.
Regular use is important to
achieve full protection.

Use Cromolyn Sodium Nasal
Solution throughout your
allergy season.

Cromolyn Sodium Nasal
Solution can be used safely up
to 6 times a day, for up to 12
weeks. If you need Cromolyn
Sodium Nasal Solution beyond
12 weeks, speak to your doctor.
Also speak to you doctor if
your symptoms worsen, new
symptoms occur, or symptoms
do not begin to improve within
two weeks. Your symptoms
may indicate some other
underlying condition.




